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I also consent to the release of this form
and other medical records about the oper-
ation to:

Representatives of the Department of
Health and Human Services or

Employees of programs or projects funded
by that Department but only for deter-
mining if Federal laws were observed.

I have received a copy of this form. (Signa-
ture) (Date) (Month) (Day) (Year).

You are requested to supply the following
information, but it is not required: (Race and
ethnicity designation (please check)) Black
(not of Hispanic origin); Hispanic; Asian or
Pacific Islander; American Indian or Alas-
kan native; or White (not of Hispanic origin).

INTERPRETER’S STATEMENT

If an interpreter is provided to assist the
individual to be sterilized:

I have translated the information and ad-
vice presented orally to the individual to be
sterilized by the person obtaining this con-
sent. I have also read him/her the consent
form in language and
explained its contents to him/her. To the
best of my knowledge and belief he/she un-
derstood this explanation. (Interpreter)
(Date).

STATEMENT OF PERSON OBTAINING CONSENT

Before (name of individual) signed the con-
sent form, I explained to him/her the nature
of the sterilization operation s
the fact that it is intended to be a final and
irreversible procedure and the discomforts,
risks and benefits associated with it.

I counseled the individual to be sterilized
that alternative methods of birth control are
available which are temporary. I explained
that sterilization is different because it is
permanent.

I informed the individual to be sterilized
that his/her consent can be withdrawn at any
time and that he/she will not lose any health
services or any benefits provided by Federal
funds.

To the best of my knowledge and belief the
individual to be sterilized is at least 21 years
old and appears mentally competent. He/She
knowingly and voluntarily requested to be
sterilized and appears to understand the na-
ture and consequence of the procedure. (Sig-
nature of person obtaining consent) (Date)
(Facility) (Address).

PHYSICIAN’S STATEMENT

Shortly before I performed a sterilization
operation upon (Name of individual to be
sterilized) on (Date of sterilization) (oper-
ation), I explained to him/her the nature of
the sterilization operation (specify type of
operation), the fact that it is intended to be
a final and irreversible procedure and the
discomforts, risks and benefits associated
with it.
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I counseled the individual to be sterilized
that alternative methods of birth control are
available which are temporary. I explained
that sterilization is different because it is
permanent.

I informed the individual to be sterilized
that his/her consent can be withdrawn at any
time and that he/she will not lose any health
services or benefits provided by Federal
funds.

To the best of my knowledge and belief the
individual to be sterilized is at least 21 years
old and appears mentally competent. He/She
knowingly and voluntarily requested to be
sterilized and appeared to understand the na-
ture and consequences of the procedure.

(Instructions for use of alternative final para-
graphs: Use the first paragraph below except
in the case of premature delivery or emer-
gency abdominal surgery where the steriliza-
tion is performed less than 30 days after the
date of the individual’s signature on the con-
sent form. In those cases, the second para-
graph below must be used. Cross out the
paragraph which is not used.)

(1) At least 30 days have passed between
the date of the individual’s signature on this
consent form and the date the sterilization
was performed.

(2) This sterilization was performed less
than 30 days but more than 72 hours after the
date of the individual’s signature on this
consent form because of the following cir-
cumstances (check applicable box and fill in
information requested): Premature delivery.

Individual’s expected date of delivery:

0 Emergency abdominal surgery: (de-
scribe circumstances): (Physi-
cian) (Date).

Subpart G—Home and Commu-
nity-Based Services: Waiver
Requirements

SOURCE: 46 FR 48541, Oct. 1, 1981, unless
otherwise noted.

§441.300 Basis and purpose.

Section 1915(c) of the Act permits
States to offer, under a waiver of statu-
tory requirements, an array of home
and community-based services that an
individual needs to avoid institutional-
ization. Those services are defined in
§440.180 of this subchapter. This sub-
part describes what the Medicaid agen-
cy must do to obtain a waiver.

§441.301 Contents of request for a
waiver.

(a) A request for a waiver under this
section must consist of the following:
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(1) The assurances required by
§441.302 and the supporting documenta-
tion required by §441.303.

(2) When applicable, requests for
waivers of the requirements of section
1902(a)(1), section 1902(a)(10)(B), or sec-
tion 1902(a)(10)(C)(i)(III) of the Act,
which concern respectively, statewide
application of Medicaid, comparability
of services, and income and resource
rules applicable to medically needy in-
dividuals living in the community.

(3) A statement explaining whether
the agency will refuse to offer home or
community-based services to any bene-
ficiary if the agency can reasonably ex-
pect that the cost of the services would
exceed the cost of an equivalent level
of care provided in—

(i) A hospital (as defined in §440.10 of
this chapter);

(ii) A NF (as defined in section 1919(a)
of the Act); or

(iii) An ICF/IID (as defined in §440.150
of this chapter), if applicable.

(b) If the agency furnishes home and
community-based services, as defined
in §440.180 of this subchapter, under a
waiver granted under this subpart, the
waiver request must—

(1) Provide that the services are fur-
nished—

(i) Under a written person-centered
service plan (also called plan of care)
that is based on a person-centered ap-
proach and is subject to approval by
the Medicaid agency.

(ii) Only to beneficiaries who are not
inpatients of a hospital, NF, or ICF/
IID; and

(iii) Only to beneficiaries who the
agency determines would, in the ab-
sence of these services, require the
Medicaid covered level of care provided
in—

(A) A hospital (as defined in §440.10 of
this chapter);

(B) A NF (as defined in section 1919(a)
of the Act); or

(C) An ICF/IID (as defined in §440.150
of this chapter);

(2) Describe the qualifications of the
individual or individuals who will be
responsible for developing the indi-
vidual plan of care;

(3) Describe the group or groups of in-
dividuals to whom the services will be
offered;
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(4) Describe the services to be fur-
nished so that each service is sepa-
rately defined. Multiple services that
are generally considered to be separate
services may not be consolidated under
a single definition. Commonly accepted
terms must be used to describe the
service and definitions may not be open
ended in scope. CMS will, however,
allow combined service definitions
(bundling) when this will permit more
efficient delivery of services and not
compromise either a beneficiary’s ac-
cess to or free choice of providers.

(5) Provide that the documentation
requirements regarding individual
evaluation, specified in §441.303(c), will
be met; and

(6) Be limited to one or more of the
following target groups or any sub-
group thereof that the State may de-
fine:

(i) Aged or disabled, or both.

(ii) Individuals with Intellectual or
Developmental Disabilities, or both.

(iii) Mentally ill.

(c) A waiver request under this sub-
part must include the following—

(1) Person-centered planning process.
The individual will lead the person-
centered planning process where pos-
sible. The individual’s representative
should have a participatory role, as
needed and as defined by the indi-
vidual, unless State law confers deci-
sion-making authority to the legal rep-
resentative. All references to individ-
uals include the role of the individual’s
representative. In addition to being led
by the individual receiving services
and supports, the person-centered plan-
ning process:

(i) Includes people chosen by the in-
dividual.

(ii) Provides necessary information
and support to ensure that the indi-
vidual directs the process to the max-
imum extent possible, and is enabled to
make informed choices and decisions.

(iii) Is timely and occurs at times
and locations of convenience to the in-
dividual.

(iv) Reflects cultural considerations
of the individual and is conducted by
providing information in plain lan-
guage and in a manner that is acces-
sible to individuals with disabilities
and persons who are limited English
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proficient, consistent with §435.905(b)
of this chapter.

(v) Includes strategies for solving
conflict or disagreement within the
process, including clear conflict-of-in-
terest guidelines for all planning par-
ticipants.

(vi) Providers of HCBS for the indi-
vidual, or those who have an interest
in or are employed by a provider of
HCBS for the individual must not pro-
vide case management or develop the
person-centered service plan, except
when the State demonstrates that the
only willing and qualified entity to
provide case management and/or de-
velop person-centered service plans in
a geographic area also provides HCBS.
In these cases, the State must devise
conflict of interest protections includ-
ing separation of entity and provider
functions within provider entities,
which must be approved by CMS. Indi-
viduals must be provided with a clear
and accessible alternative dispute reso-
lution process.

(vii) Offers informed choices to the
individual regarding the services and
supports they receive and from whom.

(viii) Includes a method for the indi-
vidual to request updates to the plan as
needed.

(ix) Records the alternative home
and community-based settings that
were considered by the individual.

(2) The Person-Centered Service Plan.
The person-centered service plan must
reflect the services and supports that
are important for the individual to
meet the needs identified through an
assessment of functional need, as well
as what is important to the individual
with regard to preferences for the de-
livery of such services and supports.
Commensurate with the level of need
of the individual, and the scope of serv-
ices and supports available under the
State’s 1915(c) HCBS waiver, the writ-
ten plan must:

(i) Reflect that the setting in which
the individual resides is chosen by the
individual. The State must ensure that
the setting chosen by the individual is
integrated in, and supports full access
of individuals receiving Medicaid HCBS
to the greater community, including
opportunities to seek employment and
work in competitive integrated set-
tings, engage in community life, con-
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trol personal resources, and receive
services in the community to the same
degree of access as individuals not re-
ceiving Medicaid HCBS.

(ii) Reflect the individual’s strengths
and preferences.

(iii) Reflect clinical and support
needs as identified through an assess-
ment of functional need.

(iv) Include individually identified
goals and desired outcomes.

(v) Reflect the services and supports
(paid and unpaid) that will assist the
individual to achieve identified goals,
and the providers of those services and
supports, including natural supports.
Natural supports are unpaid supports
that are provided voluntarily to the in-
dividual in lieu of 1915(c) HCBS waiver
services and supports.

(vi) Reflect risk factors and measures
in place to minimize them, including
individualized back-up plans and strat-
egies when needed.

(vii) Be understandable to the indi-
vidual receiving services and supports,
and the individuals important in sup-
porting him or her. At a minimum, for
the written plan to be understandable,
it must be written in plain language
and in a manner that is accessible to
individuals with disabilities and per-
sons who are limited English pro-
ficient, consistent with §435.905(b) of
this chapter.

(viii) Identify the individual and/or
entity responsible for monitoring the
plan.

(ix) Be finalized and agreed to, with
the informed consent of the individual
in writing, and signed by all individ-
uals and providers responsible for its
implementation.

(x) Be distributed to the individual
and other people involved in the plan.

(xi) Include those services, the pur-
pose or control of which the individual
elects to self-direct.

(xii) Prevent the provision of unnec-
essary or inappropriate services and
supports.

(xiii) Document that any modifica-
tion of the additional conditions, under
paragraph (c)(4)(vi)(A) through (D) of
this section, must be supported by a
specific assessed need and justified in
the person-centered service plan. The

391



§441.301

following requirements must be docu-
mented in the person-centered service
plan:

(A) Identify a specific and individual-
ized assessed need.

(B) Document the positive interven-
tions and supports used prior to any
modifications to the person-centered
service plan.

(C) Document less intrusive methods
of meeting the need that have been
tried but did not work.

(D) Include a clear description of the
condition that is directly propor-
tionate to the specific assessed need.

(E) Include a regular collection and
review of data to measure the ongoing
effectiveness of the modification.

(F) Include established time limits
for periodic reviews to determine if the
modification is still necessary or can
be terminated.

(G) Include informed consent of the
individual.

(H) Include an assurance that inter-
ventions and supports will cause no
harm to the individual.

(3) Review of the Person-Centered Serv-
ice Plan. The person-centered service
plan must be reviewed, and revised
upon reassessment of functional need
as required by §441.365(e), at least
every 12 months, when the individual’s
circumstances or needs change signifi-
cantly, or at the request of the indi-
vidual.

(4) Home and Community-Based Set-
tings. Home and community-based set-
tings must have all of the following
qualities, and such other qualities as
the Secretary determines to be appro-
priate, based on the needs of the indi-
vidual as indicated in their person-cen-
tered service plan:

(i) The setting is integrated in and
supports full access of individuals re-
ceiving Medicaid HCBS to the greater
community, including opportunities to
seek employment and work in competi-
tive integrated settings, engage in
community life, control personal re-
sources, and receive services in the
community, to the same degree of ac-
cess as individuals not receiving Med-
icaid HCBS.

(ii) The setting is selected by the in-
dividual from among setting options
including non-disability specific set-
tings and an option for a private unit

42 CFR Ch. IV (10-1-20 Edition)

in a residential setting. The setting op-
tions are identified and documented in
the person-centered service plan and
are based on the individual’s needs,
preferences, and, for residential set-
tings, resources available for room and
board.

(iii) Ensures an individual’s rights of
privacy, dignity and respect, and free-
dom from coercion and restraint.

(iv) Optimizes, but does not regi-
ment, individual initiative, autonomy,
and independence in making life
choices, including but not limited to,
daily activities, physical environment,
and with whom to interact.

(v) Facilitates individual choice re-
garding services and supports, and who
provides them.

(vi) In a provider-owned or controlled
residential setting, in addition to the
qualities at §441.301(c)(4)(i) through (v),
the following additional conditions
must be met:

(A) The unit or dwelling is a specific
physical place that can be owned,
rented, or occupied under a legally en-
forceable agreement by the individual
receiving services, and the individual
has, at a minimum, the same respon-
sibilities and protections from eviction
that tenants have under the landlord/
tenant law of the State, county, city,
or other designated entity. For set-
tings in which landlord tenant laws do
not apply, the State must ensure that
a lease, residency agreement or other
form of written agreement will be in
place for each HCBS participant, and
that the document provides protections
that address eviction processes and ap-
peals comparable to those provided
under the jurisdiction’s landlord ten-
ant law.

(B) Each individual has privacy in
their sleeping or living unit:

(I) Units have entrance doors lock-
able by the individual, with only appro-
priate staff having keys to doors.

(2) Individuals sharing units have a
choice of roommates in that setting.

(3) Individuals have the freedom to
furnish and decorate their sleeping or
living units within the lease or other
agreement.

(C) Individuals have the freedom and
support to control their own schedules
and activities, and have access to food
at any time.
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(D) Individuals are able to have visi-
tors of their choosing at any time.

(E) The setting is physically acces-
sible to the individual.

(F) Any modification of the addi-
tional conditions, under
§441.301(c)(4)(vi)(A) through (D), must
be supported by a specific assessed need
and justified in the person-centered
service plan. The following require-
ments must be documented in the per-
son-centered service plan:

(1) Identify a specific and individual-
ized assessed need.

(2) Document the positive interven-
tions and supports used prior to any
modifications to the person-centered
service plan.

(3) Document less intrusive methods
of meeting the need that have been
tried but did not work.

(4) Include a clear description of the
condition that is directly propor-
tionate to the specific assessed need.

(5) Include regular collection and re-
view of data to measure the ongoing ef-
fectiveness of the modification.

(6) Include established time limits for
periodic reviews to determine if the
modification is still necessary or can
be terminated.

(7) Include the informed consent of
the individual.

(8) Include an assurance that inter-
ventions and supports will cause no
harm to the individual.

(5) Settings that are not Home and Com-
munity-Based. Home and community-
based settings do not include the fol-
lowing:

(i) A nursing facility;

(ii) An institution for mental dis-
eases;

(iii) An intermediate care facility for
individuals with intellectual disabil-
ities;

(iv) A hospital; or

(v) Any other locations that have
qualities of an institutional setting, as
determined by the Secretary. Any set-
ting that is located in a building that
is also a publicly or privately operated
facility that provides inpatient institu-
tional treatment, or in a building on
the grounds of, or immediately adja-
cent to, a public institution, or any
other setting that has the effect of iso-
lating individuals receiving Medicaid
HCBS from the broader community of
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individuals mnot receiving Medicaid
HCBS will be presumed to be a setting
that has the qualities of an institution
unless the Secretary determines
through heightened scrutiny, based on
information presented by the State or
other parties, that the setting does not
have the qualities of an institution and
that the setting does have the qualities
of home and community-based set-
tings.

(6) Home and Community-Based Set-
tings: Compliance and Transition:

(i) States submitting new and initial
waiver requests must provide assur-
ances of compliance with the require-
ments of this section for home and
community-based settings as of the ef-
fective date of the waiver.

(ii) CMS will require transition plans
for existing section 19156(c) waivers and
approved state plans providing home
and community-based services under
section 1915(i) to achieve compliance
with this section, as follows:

(A) For each approved section 1915(c)
HCBS waiver subject to renewal or sub-
mitted for amendment within one year
after the effective date of this regula-
tion, the State must submit a transi-
tion plan at the time of the waiver re-
newal or amendment request that sets
forth the actions the State will take to
bring the specific waiver into compli-
ance with this section. The waiver ap-
proval will be contingent on the inclu-
sion of the transition plan approved by
CMS. The transition plan must include
all elements required by the Secretary;
and within one hundred and twenty
days of the submission of the first
waiver renewal or amendment request
the State must submit a transition
plan detailing how the State will oper-
ate all section 1915(c) HCBS waivers
and any section 1915(i) State plan ben-
efit in accordance with this section.
The transition plan must include all

elements including timelines and
deliverables as approved by the Sec-
retary.

(B) For States that do not have a sec-
tion 1915(c) HCBS waiver or a section
1915(i) State plan benefit due for re-
newal or proposed for amendments
within one year of the effective date of
this regulation, the State must submit
a transition plan detailing how the
State will operate all section 1915(c)
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HCBS waivers and any section 1915(i)
State plan benefit in accordance with
this section. This plan must be sub-
mitted no later than one year after the
effective date of this regulation. The
transition plan must include all ele-

ments including timelines and
deliverables as approved by the Sec-
retary.

(iii) A State must provide at least a
30-day public notice and comment pe-
riod regarding the transition plan(s)
that the State intends to submit to
CMS for review and consideration, as
follows:

(A) The State must at a minimum
provide two (2) statements of public no-
tice and public input procedures.

(B) The State must ensure the full
transition plan(s) is available to the
public for public comment.

(C) The State must consider and
modify the transition plan, as the
State deems appropriate, to account
for public comment.

(iv) A State must submit to CMS,
with the proposed transition plan:

(A) Evidence of the public notice re-
quired.

(B) A summary of the comments re-
ceived during the public notice period,
reasons why comments were not adopt-
ed, and any modifications to the tran-
sition plan based upon those com-
ments.

(v) Upon approval by CMS, the State
will begin implementation of the tran-
sition plans. The State’s failure to sub-
mit an approvable transition plan as
required by this section and/or to com-
ply with the terms of the approved
transition plan may result in compli-
ance actions, including but not limited
to deferral/disallowance of Federal Fi-
nancial Participation.

[46 FR 48541, Oct. 1, 1981, as amended at 50 FR
10026, Mar. 13, 1985; 59 FR 37717, July 25, 1994;
65 FR 60107, Oct. 10, 2000; 79 FR 3029, Jan. 16,
2014]
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Unless the Medicaid agency provides
the following satisfactory assurances
to CMS, CMS will not grant a waiver
under this subpart and may terminate
a waiver already granted:

(a) Health and Welfare—Assurance
that necessary safeguards have been
taken to protect the health and welfare

State assurances.
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of the beneficiaries of the services.
Those safeguards must include—

(1) Adequate standards for all types
of providers that provide services under
the waiver;

(2) Assurance that the standards of
any State licensure or certification re-
quirements are met for services or for
individuals furnishing services that are
provided under the waiver; and

(3) Assurance that all facilities cov-
ered by section 1616(e) of the Act, in
which home and community-based
services will be provided, are in compli-
ance with applicable State standards
that meet the requirements of 45 CFR
part 1397 for board and care facilities.

(4) Assurance that the State is able
to meet the unique service needs of the
individuals when the State elects to
serve more than one target group
under a single waiver, as specified in
§441.301(b)(6).

(i) On an annual basis the State will
include in the quality section of the
CMS-372 form (or any successor form
designated by CMS) data that indicates
the State continues to serve multiple
target groups in the single waiver and
that a single target group is not being
prioritized to the detriment of other
groups.

(ii) [Reserved]

() Assurance that services are pro-
vided in home and community based
settings, as specified in §441.301(c)(4).

(b) Financial accountability— The
agency will assure financial account-
ability for funds expended for home and
community-based services, provide for
an independent audit of its waiver pro-
gram (except as CMS may otherwise
specify for particular waivers), and it
will maintain and make available to
HHS, the Comptroller General, or other
designees, appropriate financial
records documenting the cost of serv-
ices provided under the waiver, includ-
ing reports of any independent audits
conducted.

(c) Evaluation of need. Assurance that
the agency will provide for the fol-
lowing:

(1) Initial evaluation. An evaluation of
the need for the level of care provided
in a hospital, a NF, or an ICF/IID when
there is a reasonable indication that a
beneficiary might need the services in
the near future (that is, a month or
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